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CERTIFICATE OF ANALYSIS

Product nume: Gemfibrozil
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Batch No.: CJIF20210503-03
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Dale of MTg.: 2021/05/06
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Batch Size; 625Kg
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Report Date: 2021/07/28

3755160

Retest Date: 2024/05/05

Quality Specification: USP43
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Package: 25 Kg/drum
f14e

i i

Prepaced by: 42 ikt Witivay o A7 el

L
Subject Specification Result
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Appearance White crystalline powder White crystalline powder
S H BBk BEZsSiEnE
e Practically insafuble in water- soluble in ,
S%‘é;‘gy alcoholin methanoland in chloroform. g‘ﬁgc_; .
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A. The sample IR absorption specirum Match with the RS IR absorption
should match the reference standard spectrum. .
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lden‘t.‘i"lcation B. The retention time of the major peak of the | The retention time ol the major peak of the
5 Sample solution corresponds to that of the Sample solution comesponds to that af the
Standard solution , as obtainzd in Lhe Assay Standard solution , a5 obtained in the Assay
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Water Not more than 0,25 %
K <025% Gblos
Related compound A Not more than 0.10 %
[ RIE A <0.10% Rk
Related s 5
Any other impurity Not more than 0.08 % "
Eda | HEEAEL R <0.08% ROl
Total impurities Not more than 0.5 % 0.02%
BRE <0.5% e
i Tetrahydrofuran Not more than 720 ppm
Residual DRIk <720 pprm PP <LOD(2ppm)
solvents vl T - s
BE A thyl formate ot more than 5000 ppm
l P ZE <5000 ppm 41ppm
Assay, on anhydrous basis
Aig, LF K4 98.0 %~102.0 % 99.5%
b4 80 % < 100 microns FFENME
Particle size 100 % < 600, Comply
Conclusion:  Up to the standard, 3 NN g
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